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DETAILED ACTION 

Applicant's amendments filed 19 May 2008 are acknowledged and entered. 

Status of Claims 

Cancellation of claims 6, 10-12, 15-56 and 58-61 are acknowledged. Claims 1-5, 
7-9, 13, 14 and 57 are currently pending and under consideration. 

Withdrawn Rejections/Objections 

The objection of the disclosure in the Office action mailed 19 November 2007 is 
withdrawn in view of the amendments filed 19 May 2008. 

The objection to claims 6 and 25, in the Office action mailed 19 November 2007 
is withdrawn in view of the amendments filed 19 May 2008. 

The rejection of claims 1-31 and 57 under 35 U.S.C. 112, Second Paragraph in 
the Office action mailed 19 November 2007 is withdrawn in view of the amendment filed 
19 May 2008. 

The rejection of claims 1-15, 18-27, 29-31 and 57 under 35 U.S.C. 102(b) in the 
Office action mailed 19 November 2007 is withdrawn in view of the amendment filed 19 
May 2008. 

The rejection of claims 16, 17 and 28 under 35 U.S.C. 103(a) in the Office action 
mailed 1 9 November 2007 is withdrawn in view of the amendment filed 1 9 May 2008. 
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Oath/Declaration 

Applicants have attempted to contact inventor Keith Steward to execute a new 
declaration without success. 

This objection is reiterated from the Office action mailed 19 November 2007. 

The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

Non-initialed and/or non-dated alterations have been made to the oath or 
declaration. See 37 CFR 1 .52(c). In the instant case, the post office address of 
inventor Keith Steward was changed, but the alternation was not initialed and dated. 
See page 10, 15, 19 of the amended oath filed 09 January 2007. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S. C. 120, 121 , or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. 119(e) as follows: 

It is noted by applicant's remarks, filed 19 May 2008, that this application 
appears to claim subject matter disclosed in prior provisional Application No. 
60/353176, filed 04 February 2002. However, a reference to this provisional application 
is not present in the first paragraph of the specification or in the Application Data Sheet 



Application/Control Number: 10/632,099 Page 4 

Art Unit: 1631 

of the instant application. A reference to the prior application must be inserted as the 
first sentence(s) of the specification of this application or in an application data sheet 
(37 CFR 1 .76), if applicant intends to rely on the filing date of the prior application under 
35 U.S.C. 119(e), 120, 121 , or 365(c). See 37 CFR 1 .78(a). For benefit claims under 
35 U.S.C. 1 20, 1 21 , or 365(c), the reference must include the relationship (i.e., 
continuation, divisional, or continuation-in-part) of all nonprovisional applications. If the 
application is a utility or plant application filed under 35 U.S.C. 1 1 1 (a) on or after 
November 29, 2000, the specific reference to the prior application must be submitted 
during the pendency of the application and within the later of four months from the 
actual filing date of the application or sixteen months from the filing date of the prior 
application. If the application is a utility or plant application which entered the national 
stage from an international application filed on or after November 29, 2000, after 
compliance with 35 U.S.C. 371 , the specific reference must be submitted during the 
pendency of the application and within the later of four months from the date on which 
the national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months from the 
filing date of the prior application. See 37 CFR 1 .78(a)(2)(ii) and (a)(5)(ii). This time 
period is not extendable and a failure to submit the reference required by 35 U.S.C. 
1 19(e) and/or 120, where applicable, within this time period is considered a waiver of 
any benefit of such prior application(s) under 35 U.S.C. 119(e), 120, 121 and 365(c). A 
benefit claim filed after the required time period may be accepted if it is accompanied by 
a grantable petition to accept an unintentionally delayed benefit claim under 35 U.S.C. 
1 19(e), 120, 121 and 365(c). The petition must be accompanied by (1) the reference 
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required by 35 U.S.C. 120 or 1 1 9(e) and 37 CFR 1 .78(a)(2) or (a)(5) to the prior 
application (unless previously submitted), (2) a surcharge under 37 CFR 1 .17(t), and (3) 
a statement that the entire delay between the date the claim was due under 37 CFR 
1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The Director 
may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner 
for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time 
period set forth in 37 CFR 1 .78(a), but not in the first sentence(s) of the specification or 
an application data sheet (ADS) as required by 37 CFR 1 .78(a) (e.g., if the reference 
was submitted in an oath or declaration or the application transmittal letter), and the 
information concerning the benefit claim was recognized by the Office as shown by its 
inclusion on the first filing receipt, the petition under 37 CFR 1 .78(a) and the surcharge 
under 37 CFR 1 .1 7(t) are not required. Applicant is still required to submit the reference 
in compliance with 37 CFR 1 .78(a) by filing an amendment to the first sentence(s) of the 
specification or an ADS. See MPEP § 201 .1 1 . 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-5, 7-9, 13, 14 and 5 are rejected under 35 U.S.C. 101 because the 
claimed invention is directed to non-statutory subject matter. 
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The instant invention is drawn to a method for identifying a drug discovery target 
which comprises providing a means for accessing genomics information in a database 
wherein said means permits computational analysis of biological relationships among 
the stored concepts, generating one or more subsets of genomics information from the 
database wherein at least one of the one or more subsets is a disease-related pathway, 
and identifying the biological interactions and actor concepts in the disease-related 
pathway whereby each of the actor concepts involved in each such reaction is a drug 
discovery target. 

Since the claimed invention involves mathematical algorithm, which is a judicial 
exception, the following analysis of facts of this particular patent application follows the 
rationale suggested in the "Interim Guidelines for Examination of Patent Applications for 
Patent Subject Matter Eligibility" (OG Notices: 22 November 2005, available from the 
US PTO website at 

httD://www.uspto.qov/web/offices/com/sol/oq/2005/week47/oq200547.htm ). 

The Guidelines states: 

To satisfy section 101 requirements, the claim must be for a practical 
application of the § 101 judicial exception, which can be identified in 
various ways (Guidelines, p. 19): 

- The claimed invention "transforms" an article or physical object to a 
different state or thing. 

- The claimed invention otherwise produces a useful, concrete and 
tangible result. 

In the instant claims, there is no physical transformation by the claimed invention 
because a computer for storing and accessing genomics information, querying a 
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database, identifying biological objects and process and accessing drug discovery 
targets are not physical transformations. Thus the Examiner must determine if the 
instant claims produce a useful, tangible, and concrete final result. 

In determining if the instant claims have a useful, tangible, and concrete final 
result, the Examiner must determine each standard individually. For a claim to be 
"useful", the claim must produce a final result that is specific, substantial and credible. 
For a claim to be "tangible", the claim must set forth a practical application of the 
invention that produces a real-world final result. For a claim to be "concrete", the 
process must have a final result that can be substantially repeatable or the process 
must substantially produce the same result again. Furthermore, the claim must recite a 
useful, tangible, and concrete final result in the claim itself, and the claim must be 
limited only to statutory embodiments. Thus if the claim is broader than the statutory 
embodiments of the claim, the Examiner must reject the claim as non-statutory. 

Method claims 1-5, 7-9, 13, 14 and 5 do not produce a tangible final result. A 
tangible requirement requires that the claim must set forth a practical application of 
accessing the drug discovery targets, to produce a real-world result. The instant claims 
are drawn to a method of identifying drug discovery targets. However, the last step of 
the claims includes identifying biological objects and processes that act on those 
objects, wherein those objects and process are drug targets, the result of the invention 
is a set of data, such as identified objects and processes, i.e. drug targets, which, in 
itself, is not tangible. Since the claim itself must include a useful, concrete and tangible 
final result, the instant claims are non-statutory. 
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This rejection could be overcome by amendment of the claims to recite that a 
specific final result of the process is outputted to a user, or by including a result that is a 
physical transformation. The applicants are cautioned against introduction of new matter 
in an amendment. 

Response to Arguments 

Applicant's arguments filed 19 May 2008 have been fully considered but they are 
not persuasive. 

Applicants argue use of computer generated data necessarily requires the 
accessing or outputting of results. 

Applicant's arguments are not persuasive. The instant invention is a method. 
Providing a computer for storing and accessing information is only part of the method. 
The final step of the invention is identifying and then accessing drug discovery targets, 
but there is no tangible result to the user. Accessing drug targets is not a result 
provided to a user. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 1-5, 7-9, 13, 14 and 57 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Qu et al. 
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The instant claims are drawn to a method of identifying drug discovery targets. 

Regarding claim 1 , Qu et al. teaches a bioinformatics system that performs 
multidimensional data analysis to discover gene functions and uses cluster analysis to 
infer gene relationships to discover drug targets. Qu et al. shows accessing genomics 
information through data warehousing, (see page 21, right column; page 22, left and 
middle columns), generating subsets of information that are disease-related pathways 
through data integration, (see page 22, middle and right columns; pages 25-26, Figure 
4) and identifying genes and molecules that may be drug target candidates, (see page 
21 , right column, last paragraph; Figure 1 ). 

Regarding claim 2, Qu et al. shows a data mart that is a multi-dimensional 
database encompassing information from genes to the biological effects of their 
expressed proteins, (see page 23 - page 24, middle column). 

Regarding claim 3, Qu et al. shows data extracted from multiple public sources 
such as the Institute for Genome Research, Sanger Center, National Cancer Institute 
and literature, (see page 24, left column; Figure 1). The specification provides a non- 
limiting definition of "genomics information" that may comprise information relating to the 
biological interaction of each of the "concepts" in a pathway, both within the pathway as 
well as external to the pathway, wherein "concepts" as described in paragraph 42 of the 
specification, relates to components of a pathway as well as descriptions of how those 
components relate to the pathway. Qu et al. shows genomics information, i.e. 
information from genes to the biological effects of their expressed proteins, (see page 
23 - page 24, middle column). 
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Regarding claim 4, Qu et al. shows genomics information obtained from "in 
house" assays, (see page 22, middle and right columns). Qu et al. shows genomics 
information, i.e. information from genes to the biological effects of their expressed 
proteins, (see page 23 - page 24, middle column). 

Regarding claims 5, Qu et al. shows genomics information obtained from multiple 
public sources such as the Institute for Genome Research, Sanger Center, National 
Cancer Institute and literature, (see page 24, left column; Figure 1) and from "in house" 
assays, (see page 22, middle and right columns). Qu et al. shows genomics 
information, i.e. information from genes to the biological effects of their expressed 
proteins, (see page 23 - page 24, middle column). 

Regarding claim 7, the specification defines slots and facets as to define and 
structure the taxonomic relationship between classes or groups of things that share 
similar properties, (see specification, page 9, paragraphs 40 and 41). Qu et al. shows 
ontology vocabulary mapping which provides a formal written description of a specific 
set of concepts and their relationships in a particular domain based on Stanford 
University's Gene Ontology Consortium for categorizing molecular function, biological 
process and cellular components, (see page 22, right column - page 23, left column). 

Regarding claim 8, Qu et al. shows functional assays to screen for genes that 
have important functions in a disease pathway before knowing the genes identities, like 
cell-cycle functional screening assays and complex protein-protein interactions with 
several hundred proteins involved in the pathways of interest to elucidate a drug 
discovery target, (see page 22, middle and right columns; page 25 - page 26; Figure 4). 
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Regarding claim 9, Qu et al. shows that after specificity and activity of the 
optimized lead compounds, their drug effects are further characterized in animal models 
and preclinical studies, (see page 22, left column). 

Regarding claim 13, Qu et al. shows incorporating multiple genomes as data 
sources for the operational relational database, (see page 24, left column; Figure 1). 

Regarding claim 14, Qu et al. shows accessing genomics information through 
data warehousing, (see page 21 , right column; page 22, left and middle columns), 
generating subsets of information that are disease-related pathways through data 
integration, (see page 22, middle and right columns; pages 25-26, Figure 4) and 
identifying genes and molecules that may be drug target candidates, (see page 21 , right 
column, last paragraph; Figure 1), such as genes identified from clustering analysis 
based on YTH and domain data and their biological effects, (see page 25 - page 26, 
Figures 5 and 6). 

Regarding claim 57, Qu et al. shows computer system allowing the accessing of 
genomics information through data warehousing, (see page 21, right column; page 22, 
left and middle columns), generating subsets of information that are disease-related 
pathways through data integration, (see page 22, middle and right columns; pages 25- 
26, Figure 4) and identifying genes and molecules that may be drug target candidates, 
(see page 21, right column, last paragraph; Figure 1). 

Response to Arguments 

Applicant's arguments filed 19 May 2008 have been fully considered but they are 
not persuasive. 
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Applicants argue that Qu et al. was published around April 8, 2002 as evidenced 
by the date stamp provided by the University of Wisconsin Library. Attached. U.S. 
Patent Application No. 10/632,099. was filed on August 1 , 2003 and claims priority to 
PCT application PCT/US03/03006 filed on February 3, 2003. The PCT application 
claims priority to U.S. Provisional Application No. 60/353,176 filed on February 4, 2002. 
Because Qu et al. was published after the filing date of the ' 1 76 application, it is not 
prior art to any claim entitled to the priority date. At least claims 1-5, 7, 8, 13, 14, and 57 
of the instant application are supported by at least the following disclosures in the 
provisional application and thereby are entitled to a priority date before Qu et al. was 
published. 

Applicant's arguments are not persuasive. 

Applicants have not complied with one or more conditions for receiving the 
benefit of an earlier filing date under 35 U.S.C. 1 1 9(e). A reference to this provisional 
application is not present in the first paragraph of the specification or in the Application 
Data Sheet of the instant application. As a result the currently cited art is still applicable 
to the instant invention. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
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1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-5, 7-9, 13, 14 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1- 25 of 
copending Application No. 10/502420. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of the copending 
application would anticipate the claims of the instant application. The only difference 
between claim 1 of the instant application and claim 1 of the copending application is 
that the instant claim 1 comprises "means for accessing genomics information in a 
database" whereas claim 1 of the copending application comprises "means for storing 
and accessing genomics information in a database." Clearly, claim 1 of the copending 
application teaches accessing genomics information in a database and thus anticipates 
the instant claim 1 . Claims 2-5, 7-9, 13 and 14 of the instant application add similar 
limitations with only minor differences, to independent claim 1 of the instant application, 
that claims 22-25 of the copending application add to claim 1 of the copending 
application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Response to Arguments 

Applicants argue that upon notification of allowable subject matter, applicants will 
either timely file a terminal disclaimer or demonstrate that the presently claimed subject 
matter is patentably distinct from the claimed inventions of the copending applications. 
Applicants' amendments do not overcome the rejection. Thus, applicant is advised that 
until claims of the copending and/or the instant application are amended so that the 
claimed subject matter of the copending and the instant applications is patentably 
distinct, the rejection under the judicially created doctrine of double patenting will be 
maintained and no allowable subject matter will be indicated. A timely filed terminal 
disclaimer in compliance with 37 CFR 1.321(c) may be used to overcome an actual or 
provisional rejection based on a nonstatutory double patenting ground provided the 
conflicting application or patent is shown to be commonly owned with this application. 
See 37 CFR 1.130(b). 

For the reasons stated above and in the previous office action, the rejection is 
maintained. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LARRY D. RIGGS II whose telephone number is 
(571)270-3062. The examiner can normally be reached on Monday-Thursday, 7:30AM- 
5:00PM, ALT. Friday, EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran can be reached on 571-272-0720. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Shubo (Joe) Zhou/ 

Primary Examiner, Art Unit 1631 

/LDR/ 

Larry D. Riggs II 
Examiner, Art Unit 1631 



